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Installing Mozzie Add-on

• The Mozzie Add-on MUST be installed prior to using 
SPL Xforms

• Use GlobalSubmit web page accessible via:
http://www.fda.gov/ForIndustry/DataStandards/XForms/def 

ault.htm
• Navigate to GlobalSubmit web page using link in 

“Resources for You” panel

http://www.fda.gov/ForIndustry/DataStandards/XForms/default.htm
http://www.fda.gov/ForIndustry/DataStandards/XForms/default.htm


Downloading Mozzie Add-on

• In the middle panel of the GlobalSubmit web 
page, click the link for:
– the link to the add-on for Internet Explorer or 
– the link to the add-on for Firefox



Downloading Mozzie Add-on 
cont…

• Click the link to the Mozzie add-on



• Click the link to the executable file download



• Select “Run” to begin download
• After downloading add-on, reboot (turn-off) 

computer
• Restart computer



Locate SPL Starter Package

• Link to SPL Starter Package:
• http://www.fda.gov/ForIndustry/DataStandards/S 

tructuredProductLabeling/ucm189651.htm

http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/ucm189651.htm
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/ucm189651.htm


Download SPL Starter Package

• Click the link to the SPL Starter Package
• Choose to “Save” the starter package.



Store SPL Starter Package

• Select computer location to save SPL Starter 
Package

• Place in a folder on computer



Unzipping the SPL Starter Package

• Unzip the SPL Starter Package by EXTRACTING to 
location 

• Right-click with computer mouse to begin unzipping.
• DO NOT just open zip file containing this package



Open SPL Starter Package Folder

• After unzipping SPL Starter Package zip file, the 
SPL Starter Package folder should be available.



Read SPL Starter Package Notes

• Open PDF file to review SPL Starter Package 
Notes



Open SPL Xforms Folder

• After reading SPL Starter Package notes, open 
SPL_Xforms folder



Continue Accessing SPL Xforms

• Open another folder named SPL_Xform
• Double-click “GUIDGen.exe file to use at later time.
• If GUIDGen.exe is unaccessible, use online GUID 

generator by searching web for “online GUID generator”



Opening SPL Xforms Folder

• Open folder labeled “SPL”
• Ignore other folders



Opening Xforms Folder

• Open the folder labeled “Xforms”
• Ignore other folders



Opening SPL Xforms for 1st Time

• To open the SPL Xforms for the first time
– Right-click w/computer mouse one of these files:

• SPLForm_DrugListing.xhtml
• SPLForm_LabelerCode.xhtml
• SPLForm_Registration.xhtml



Choose a Program

• After right-clicking 
– Choose “Open-with”
– Select “Choose program” or equivalent
– Choose “Internet Explorer” or “Firefox”
– Check the box labeled “Always use the selected program to open this kind of file
– Select “Ok”

• These steps need only to be completed during first attempt at accessing Xforms.  
Subsequent instances of opening Xforms should only require clicking to open with 
computer mouse.



Opening the SPL Xforms

• Choose “Open” to begin opening SPL Xforms



Viewing SPL Xforms

• SPL Xforms should display
• Fields should be accessible for data entry
• If fields are inaccessible, then download Mozzie 

add-on again or contact spl@fda.hhs.gov

mailto:spl@fda.hhs.gov


Need More Detailed Instructions?

• Use Step-by-Step Instructions for Creating 
Structured Product Labeling (SPL) Files 
for Drug Establishment Registration and 
Drug Listing

• This document is located on the SPL 
Resources web page:  
http://www.fda.gov/ForIndustry/DataStand 
ards/StructuredProductLabeling/default.ht 
m

http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm


Test Your SPL R4 Submissions

• Use Pragmatic Data Validator Lite to test 
your SPL files prior to transmission to 
FDA: 
http://www.fda.gov/ForIndustry/DataStand 
ards/ucm155514.htm

• NOTE 
– This validator tool is NOT connected to FDA 

database.  
– This tool assist you in detection of 90 – 95% 

of technical errors in SPL documents.

http://www.fda.gov/ForIndustry/DataStandards/ucm155514.htm
http://www.fda.gov/ForIndustry/DataStandards/ucm155514.htm


Submitting Files via FDA Gateway



Stay Informed

• Join FDA Data Standards Council listserv
• http://www.fda.gov/ForIndustry/DataStand 

ards/default.htm

http://www.fda.gov/ForIndustry/DataStandards/default.htm
http://www.fda.gov/ForIndustry/DataStandards/default.htm


SPL-related 
Technical Assistance/Questions

• SPL e-mail account (spl@fda.hhs.gov)

mailto:spl@fda.hhs.gov
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